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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in section 351(a) shall have the effects 
for purposes of this subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-2, 15-16, 29 and 30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Neiimeister et al. (US 4,560,352). 

Neiimeister et al. disclose a dispenser assembly for dental compositions 
including: a plunger assembly having a shaft 46 with a threaded middle portion, a 
handle 51 attached to a first end of the shaft; a dispenser hub assembly including a 
collar 45 and a hand-grip 61 attached to the collar; and a hollow tube or casing 4(Fig. 2, 
col. 3, lines 8-68, col. 4 and col. 5, lines 1-20). 

Claims 1-2, 10, 15-16, 29 and 30 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Preissman (US 6,383,190). 

Preissman discloses a system for delivery of bone cement including: a plunger 
assembly with a shaft 76' having a threaded middle section and a handle 72 attached to 
a first end of the shaft; a dispenser hub assembly having a collar with an internally 
threaded portion and a handle 75; a hollow tube 74' removably engaged with the 
dispenser hub assembly; and a sealing element such as an O-ring 77' mounted on the 
shaft (Figs. 10-12C, 18, col. 11, lines 62-67, col. 12, col. 13, lines 1-13, col. 14, lines 11- 
67). Also see marked up Figure 1 1 on the following page. 
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Claims 1-2, 10, 15, 16, 29 and 30 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Pierson et al. (US 6,571,992). 

Pierson et al. disclose a syringe for dispensing pastes and putties, for e.g. dental 
restoratives,. i.e., bone cement, including: a plunger having a shaft with a threaded 
middle portion, a handle 90 attached to a first end of shaft 70 and a piston or 
"unthreaded second end" 80; and a dispenser hub assembly wherein the hub assembly 
includes a collar 60 with a threaded portion 63 and a hand grip 51 attached to the collar 
(Figs. 1, 2 and 6, col. 2, lines 52-67, col. 3 and col. 4, lines 1-51). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 4 and 5 are rejected under 35 U.S.C. 103 (a) as being unpatentable over 
Preissman (US 6,383, 1 90) in view of Mazur et al. (US 5,401 ,246). 

Preissman discloses that O-ring 57 is mounted on the plunger but is silent as to 
how the O-ring is mounted on the plunger. 
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Mazur et al. teach an O-ring 57 mounted on a plunger by placing the O-ring in a 
groove 49 on the plunger, the groove having sufficient width and depth to prevent the 0- 
ring from rolling over and out of groove 49 (col. 6, lines 16-43). 

Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have mounted the O-ring on the plunger of the 
Preissman device by placing the O-ring in a groove in the plunger, as taught by Mazur 
et al., to prevent the O-ring from rolling over and out of the groove. 

Claims 11-12 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Preissman (US 6,383, 1 90). 

Preissman discloses that pressure applicator 50 is formed of clear nylon or other 
chemically compatible material and that the volume is preferably 10 cc and up to 
contain sufficient implant material (col. 10, lines 26-29 and col. 14, lines 58-64). 

Regarding claim 1 1 , it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to have made applicator 70' with column 74' 
approximately 10 cc in volume, since it has been held that discovering an optimum 
value of a result effective variable involves only routine skill in the art. In re Boesch, 617 
F.2d 272, 205 USPQ 215 (CCPA 1980). 

Regarding claims 12 and 31, it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to have constructed pressure applicator 
70' of clear nylon since it has been held to be within the general skill of a worker in the 
art to select a known material on the basis of its suitability for the intended use, herein 
compatibility, as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Claims 12, 13, 31 and 32 are rejected under 35 U.S.C. 103 (a) as being 
unpatentable over Preissman (US 6,383,190) in view of LeVeen et al. (US 4,312,343). . 

Preissman discloses all elements of the claimed invention except for graduations 
on hollow tube 74'. 

LeVeen et al. teach the barrel of a syringe being made of a transparent material 
and volume graduation markings on the barrel (col. 2, lines 29-38). 
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Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have provided volume graduation markings on the 
Preissman hollow tube to indicate the volume of material contained within. 

Claim 14 is rejected under 35 U.S.C. 103 (a) as being unpatentable over 
Preissman (US 6,383,190) in view of Fischer (US 5,603,701). 

Preissman discloses all elements of the claimed invention except for handle 92 
being ergonomically shaped. 

Fischer teaches knob 80 of a syringe apparatus to be shaped to facilitate ease of 
gripping and manipulation by the user with a minimal amount of wrist rotation (col. 5, 
lines 46-54). 

Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have provided an ergonomically shaped hand knob in 
the Preissman apparatus, as taught by Fischer for ease of manipulation by the user. 

Claims 4 and 5 are rejected under 35 U.S.C. 103 (a) as being unpatentable over 
Pierson et al. (US 6,571 ,992) in view of Mazur et al. (US 5,401 ,246). 

Pierspn et al. disclose all elements of the claimed invention except for a sealing 
means such as an O-ring disposed in a groove in plunger 70. 

Mazur et al. teach an O-ring 57 mounted on a plunger by placing the O-ring in a 
groove 49 on the plunger, the groove having sufficient width and depth to prevent the O- 
ring from rolling over and out of groove 49 (col. 6, lines 16-43). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have mounted the O-ring on the plunger of the Preissman device 
by placing the O-ring in a groove in the plunger, as taught by Mazur et al., to prevent the 
O-ring from rolling over and out of the groove. 

Claim 3 is rejected under 35 U.S.C. 103 (a) as being unpatentable over Pierson 
et al. (US 6,571,992) in view Preissman (US 6,383,190). 
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Pierson et al. disclose all elements of the claimed invention except for an 
enlarged funnel-shaped opening at a first end of the hollow tube. 

Preissman teaches providing an enlarged introduction section so that a plunger 
may be introduced into the implant material or bone cement without formation of a seal 
(col. 17, lines 9-65). 

Accordingly, it would have also been obvious to one having ordinary skill in the 
art at the time the invention was made to have provided an enlarged introduction 
section in the Pierson et al. applicator, as taught by Preissman, so that a seal is not 
formed when a plunger is introduced into material in the applicator. 

Claim 1 1 is rejected under 35 U.S.C. 103 (a) as being unpatentable over Pierson 
etal. (US 6,571,992). 

Pierson et al. disclose all elements of the claimed invention except for the volume 
of barrel 20 to be 10cc. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have made barrel 20 with a volume of 10 cc, since it has been 
held that discovering an optimum value of a result effective variable involves only 
routine skill in the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 

Claims 12-13 and 31-32 are rejected under 35 U.S.C. 103 (a) as being 
unpatentable over Pierson et al. (US 6,571,992) in view of LeVeen et al. (US 
4,312,343). 

Pierson et al. disclose all elements of the claimed invention except for barrel 20 
being made of a transparent material and graduations on barrel 20. 

LeVeen et al. teach the barrel of a syringe being made of a transparent material 
and volume graduation markings on the barrel (col. 2, lines 29-38). 

Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have provided volume graduation markings on the 
Pierson et al. barrel to indicate the volume of material contained within. 
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Claim 14 is rejected under 35 U.S.C. 103 (a) as being unpatentable over Pierson 
et al. (US 6,571 ,992) in view of Fischer (US 5,603,701 ). 

Pierson et al. disclose all elements of the claimed invention except for handle 90 
being ergonomically shaped. 

Fischer teaches knob 80 of a syringe apparatus to be shaped to facilitate ease of 
gripping and manipulation by the user with a minimal amount of wrist rotation (col. 5, 
lines 46-54). 

Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have provided an ergonomically shaped hand knob in 
the Pierson et al. apparatus, as taught by Fischer for ease of manipulation by the user. 

Claims 21-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bhatnagar et al. (US 6,395,007) in view of Preissman (US 6,383,190). 

Bhatnagar et al. disclose a kit having a cement delivery means 42, a tubing 
assembly 44 removably attached to the cement delivery means 42, a cannula 12, a 
stylet 2, a hammer and a forceps (Fig. 4, col. 5, lines 31-66, col. 6, lines 1-35, col. 8, 
lines 45-59, col. 9, lines 46-67, col. 10, lines 1-26 and lines 55-61). 

Bhatnagar et al. further disclose that any cement delivery means could be used 
(col. 9, lines 7-17). 

Bhatnagar et al. disclose all elements of the claimed invention except for a 
cement delivery means including a plunger assembly and a dispenser hub assembly 
disposed around the shaft. 

Preissman teaches a cement delivery means having a plunger assembly with a 
shaft and a handle attached to an end of the shaft and a dispenser hub assembly 
around the shaft (see previous discussion of Preissman). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made have substituted a cement delivery means as, for example, taught 
by the Preissman reference for the cement delivery means in the Bhatnagar et al. kit 
wherein so doing would amount to mere substitution of one functionally equivalent 
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structure for another within the same art and the selection of any of these devices would 
work equally well in the claimed device. 

Claims 21-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bhatnagar et al. (US 6,395,007) in view of Hawkins et al. (US 5,638,997). 

Bhatnagar et al. disclose a kit having a cement delivery means 42, a tubing 
assembly 44 removably attached to the cement delivery means 42, a cannula 12, a 
stylet 2, a hammer and a forceps (Fig. 4, col. 5, lines 31-66, col. 6, lines 1-35, col. 8, 
lines 45-59, col. 9, lines 46-67, col. 10, lines 1-26 and lines 55-61). 

Bhatnagar et al. further disclose that any cement delivery means could be used 
(col. 9, lines 7-17). 

Bhatnagar et al. disclose all elements of the claimed invention except for a 
cement delivery means including a plunger assembly and a dispenser hub assembly 
disposed around the shaft. 

Hawkins et al. teach a cement delivery means having a tube 24 filled with bone 
cement removably attached to a cement injector gun wherein the gun has a plunger 
assembly, the plunger assembly having a handle 4 and a shaft 1 and a dispenser hub 
assembly around the plunger assembly (Fig. 1, col. 2, lines 64-67and col. 3, lines 1-47). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made have substituted a cement delivery means as, for example, taught 
by the Hawkins et al. reference for the cement delivery means in the Bhatnagar et al. kit 
wherein so doing would amount to mere substitution of one functionally equivalent 
structure for another within the same art and the selection of any of these devices would 
work equally well in the claimed device. 

Claims 21 and 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chin (US 5,156,606) in view of Hawkins et al. (US 5,638,997). 

Chin discloses a kit including a cement delivery means and a slap hammer 22 
(Fig. 1 and col. 3, lines 34-52). 
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Chin discloses all elements of the claimed invention except for the cement 
delivery means having a tube with bone cement removably attached to a dispenser hub 
assembly when the shaft is attached to the dispenser hub assembly. 

Hawkins et al. teach a cement delivery means having a tube 24 filled with bone 
cement removably attached to a cement injector gun wherein the gun has a plunger 
assembly, the plunger assembly having a handle 4 and a shaft 1 and a dispenser hub 
assembly around the plunger assembly (Fig. 1, col. 2, lines 64-67and col. 3, lines 1-47). 

It would have been obvious to one of ordinary skill in the art to substitute a 
cement delivery means as, for example, taught by the Hawkins et al. reference for the 
cement delivery means of the Chin kit wherein so doing would amount to mere 
substitution of one functionally equivalent cement delivery means for another within the 
same art and the selection of any of these devices would work equally well in the Chin 
kit. 

Claims 22-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chin (US 5,156,606) and Hawkins et al. (US 5,638,997) further in view of Preissman 
(US 6,383,190). 

The combination of Chin and Hawkins et al. discloses all elements of the 
claimed invention except for a tubing assembly, a luer fitting, a cannula and a stylet for 
insertion into the cannula. 

Preissman teaches providing a tubing assembly including: a tubing assembly 11, 
luer fitting 52, a stylet 2 and a cannula 10 for delivery of implant material at a site (col. 8, 
lines 20-56). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have provided a tubing assembly, luer fittings, stylet and 
cannula, as taught by Preissman, in the kit of the combination of Chin and Hawkins et 
al., as taught by Preissman, for the purpose of delivery of implant material to a specific 
site. 
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Response to Arguments 

Applicant's arguments submitted under "REMARKS" in the response filed on 
October 30, 2006 have been fully considered. 

Applicants' arguments regarding the rejections under 35 USC 102(b) based on 
Neiimeister et al. are not persuasive because Applicants' arguments are directed to 
features that are not claimed. Contrary to Applicants' arguments, during examination, 
claims must be interpreted as broadly as their terms reasonably allow. This means that 
the words of the claim must be given their plain meaning unless applicant has provided 
a clear definition in the specification. In re Zletz, 13 USPQ2d 1320, 1322 (Fed. Cir. 
1989). Finger 51 is a part that can be held by a hand and thus meets that definition of a 
handle. 

Applicants' arguments regarding the rejections under 35 USC 102(b) based on 
Preissman are not persuasive. Preissman clearly shows that collar 82 is provided with 
a hinge pin 84 which is insertable into a recess 86 in column 74' for pivoting therewith or 
allowing removal of the section altogether (col. 12, lines 49-56). Thus, hollow tube 74' 
is removably attached to the dispenser hub assembly. 

Applicants' arguments regarding the rejections under 35 USC 102(b) based on 
Pierson et al. are not persuasive because Fig. 1 clearly shows collar 60 to be attached 
or joined to hand grip 51 . 

Regarding the rejections under 35 USC 1 03(a), it is noted that the test for 
obviousness is not whether the features of a secondary reference may be bodily 
incorporated into the structure of the primary reference; nor is it that the claimed 
invention must be expressly suggested in any one or all of the references. Rather, the 
test is what the combined teachings of the references would have suggested to those of 
ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981 ). 
The basis for the various rejections has been clearly explained by the Examiner in the 
rejections made in this office action. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anu Ramana whose telephone number is (571 ) 272- 
4718. The examiner can normally be reached Monday through Friday between 8:00 am 
to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached at (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-91 97 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



AR 

January 16, 2007 




